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Art Unit: 1649 

DETAILED ACTION 
Response to Amendment 

1 . Claims 1 , 6 and 7 have been amended and claim 4 has been canceled as 
requested in the response filed July 29, 201 1 . Following the amendment, claims 1 -3 
and 5-19 are pending in the present application. 

2. Claims 5 and 8-1 9 are withdrawn from further consideration pursuant to 37 CFR 
1 .142(b), as being drawn to nonelected inventions, there being no allowable generic or 
linking claim. Applicant timely traversed the restriction (election) requirement in the reply 
filed on September 4, 2009. 

3. Claims 1-3, 6 and 7, drawn to the extent of the peptides of SEQ ID NO: 2 and/or 
SEQ ID NO: 3, are under examination in the current office action. 

Withdrawn Claim Rejections 

4. Any objection or rejection of record regarding claim 4 is rendered moot on 
account of Applicant's cancellation of said claim. 

5. The objections to claims 6 and 7 are withdrawn in view of Applicant's 
amendments to the claims to correct minor typographical mistakes. 
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6. The rejection of claim 1-3 under 35 U.S.C. 102(e) as being anticipated by US 
2006/01 8851 2 by Yednock et al. is withdrawn in view of Applicant's amendments to the 
claims. 

Maintained Claim Rejections 
Claim Rejections - 35 USC § 102 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

8. Claims 1 -3, 6 and 7 stand rejected under 35 U.S.C. 1 02(b) as being anticipated 
by WO 00/72880 A2 by Schenk et al. (of record). The rejection is maintained for 
reasons of record and as discussed below. 

Response to Arguments 

9. In the response filed July 29, 201 1 , Applicant argues that with respect to the use 
of specific A|3 peptides in methods of treating diseases associated with amyloid 
deposits, Schenk specifies N-terminal Ap peptides, while the instant SEQ ID NOs: 2 
(Ap33-40) and 3 (Ap33-42) are from the C-terminal portion of A(3. According to 
Applicant, while the A|333-42 peptide is used in the examples by Schenk, it was shown 
not to be effective to reduce amyloid levels in the cortex or hippocampus of transgenic 
mice when administered as an immunogen. Therefore, Applicant contends that Schenk 
does not disclose a method of treating humans with disease using the A|333-42 or 
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AP33-40 peptides to induce antibodies against Ap effective to reduce amyloid levels. 
Further, Applicant argues that administration of the AP33-42 peptide to PDAPP 
transgenic mice does not constitute administration to a "patient" as claimed, because 
the instant specification describes human subjects as "patients" whereas PDAPP 
transgenic mice are referred to as "transgenic mice". Thus, Applicant contends, the 
skilled artisan would understand that "patients" means human subjects and not 
transgenic mice. 

1 0. Applicant's arguments have been fully considered but they are not persuasive. 
Contrary to Applicant's assertions, Schenk's teachings are not limited to N-terminal Ap 
immunogenic peptides and the peptides illustrated in the Examples, but rather the 
document's teachings encompass the entire disclosure. A reference may be relied 
upon for all that it would have reasonably suggested to one having ordinary skill the art, 
including nonpreferred embodiments. Merck & Co. v. Biocraft Laboratories, 874 F.2d 
804, 10 USPQ2d 1843 (Fed. Cir.), cert, denied, 493 U.S. 975 (1989). See also 
>Upsher-Smith Labs. v. Pamlab, LLC, 412 F.3d 1319, 1323, 75 USPQ2d 1213, 1215 
(Fed. Cir. 2005). Accordingly, it does not matter whether or not the C-terminal Ab 
peptides, such as the AP33-42 peptide, are preferred embodiments of the Schenk 
document, because this peptide is taught by Schenk to be useful in the treatment of 
subjects having a disease associated with amyloid deposits in the brain, such as 
Alzheimer's disease, and thus are anticipatory for the instantly recited invention. As 
further evidence that the C-terminal fragment AP33-42 was actually considered useful 
by Schenk, it is noted that US Patent No. 6,905,686 to Schenk, which is related to the 
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instant WO document in that they both have the same priority documents and nearly- 
identical disclosures, has claims directed to a method for treating Alzheimer's disease in 
a subject comprising administering an immunogenic fragment of A|3 in a regime 
effective to produce an immune response comprising antibodies against A|3, wherein 
the Ap fragment is AB33-42, and wherein the subject is a human (see claims 24, 35 and 
46). Because U.S. patented claims are presumed to be enabled, the disclosed subject 
matter encompassing the use of the A033-42 peptide for immunotherapy in Alzheimer's 
disease patients according to the present WO document, based on its relationship with 
the '686 patent, would therefore also be presumed enabled and would thus be expected 
to elicit an appropriate immune response comprising antibodies that specifically 
recognize A042 peptide and reduce amyloid deposition upon immunization of a patient 
with the AP33-42 peptide. Note that the use of the '686 patent here is to evidence the 
enablement of the WO document's teachings, particularly in response to the presently 
amended claims. 

And regarding Applicant's arguments about the use of the term "patient", Schenk 
clearly states that the term "patient" includes human and other mammalian subjects that 
receive either prophylactic or therapeutic treatment (see p. 1 1 , lines 24-25). 
Regardless, it is noted that the features upon which applicant relies (i.e., that the term 
"patients" only refers to human subjects) are not recited in the rejected claim(s). That is, 
the instant claims do not actually recite that the "patient" is a human. Although the 
claims are interpreted in light of the specification, limitations from the specification are 
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not read into the claims. See In re Van Geuns, 988 F.2d 1 181 , 26 USPQ2d 1057 (Fed. 
Cir. 1993). Accordingly, the rejection of claims 1-3, 6 and 7 is maintained. 

Claim Rejections - 35 USC § 103 

1 1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 

consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 

prior art under 35 U.S.C. 1 03(a). 
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1 2. Claims 1 -3, 6 and 7 stand rejected under 35 U.S.C. 1 03(a) as being unpatentable 
over US 2003/0073655 A1 by Chain (of record). The rejection is maintained for reasons 
of record and as discussed below. 

Response to Arguments 

1 3. In the response filed July 29, 201 1 , Applicant argues that Chain does not provide 
a reasonable expectation of successfully treating an amyloidogenic disease comprising 
administering an effective amount of the peptides recited in the present claims. 
Applicant asserts that Chain does not exemplify antibodies produced using or specific 
for the peptides of instant SEQ ID NO: 2 or 3, and therefore even if Chain did make 
obvious active immunization, Chain does not provide a reasonable expectation of 
success for active immunization with the recited peptides. 

Applicant further argues that the other references provided in the Office action, 
i.e., Schenk and Yednock, teach away from Applicant's claimed invention. For 
example, Applicant contends that Schenk's teachings on the 21 F1 2 and 1 6C1 1 
antibodies, which have specificity for an epitope within AP33-42 and which were found 
not to bind or clear amyloid deposits, constitutes a teaching away from the presently 
claimed invention. According to Applicant, the teachings away in Schenk provide 
further support for the fact that disclosure of passive immunization with A|3 peptides 
does not provide any reasonable expectation that the use of A(3 peptides not tested in 
Chain would be successful. 

14. Applicant's arguments have been fully considered but they are not persuasive. It 
is noted that the instant rejection is based upon the Chain reference alone, and not 
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Chain in view of either the Schenk or Yednock references of record. While the 
examiner alluded to the teachings of these references, it was only to exemplify the 
general knowledge in the art at the time of filing, that is, that both active immunization 
(administration of immunogenic Ap peptides) and passive immunization (administration 
of anti-Ap antibodies) techniques were known as the two main immunotherapeutic 
approaches in the treatment of Alzheimer's disease. 

Because the Schenk document is not relied upon as an integral reference in this 
rejection, it cannot constitute a "teaching away" as Applicant insists. The fact remains 
that Chain explicitly teaches that antibodies directed to amino acids 33-40 of Ap (or 
residues 33-42 of Ap) are useful for therapy, such as in the treatment of Alzheimer's 
disease (see [0076]). Chain also teaches methods for the production of such 
antibodies, which include conjugating the Ap peptides to a protein carrier, such as KLH, 
wherein Chain teaches that a cysteine residue can be added to the end of the 
immunogenic peptides in order to facilitate coupling to the carrier protein (see [0080]). 
Chain also teaches that humans are suitable hosts for the production of antibodies (see 
[0082]). Accordingly, Chain expressly teaches the administration of an AP33-40 or 
AP33-42 peptide conjugate to a human patient in order to produce antibodies directed 
against Ab peptide, wherein such antibodies are therapeutically useful for the treatment 
of Alzheimer's disease. Hence, it would have been obvious to one of ordinary skill in 
the art to simply administer the immunogenic composition comprising the KLH- 
conjugated AP33-40 or AP33-42 peptide to a patient in order to treat Alzheimer's 
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disease instead of producing human (or humanized) antibodies first and then administer 
the antibodies to the patient, as taught by Chain. 

Furthermore, if Schenk is to be relied upon (as Applicant insists) for teaching 
whether or not the ordinarily skilled artisan would have had a reasonable expectation of 
success, one should look to directly analogous molecules (i.e., immunogenic Ap 
peptides rather than specific monoclonal anti-Ap antibodies) to determine the relative 
effectiveness of a given therapeutic method. It is again noted that U.S. Patent No. 
6,905,686 (filed Nov. 28, 2000; noted above) by Schenk has claims directed to a 
method of treating Alzheimer's disease in a human subject, comprising administering an 
effective dose of A033-42 peptide to produce antibodies against Ap (see claims 24, 35 
and 46). Because patented claims are presumed enabled, such claims would evidence 
the suitability of these peptide epitopes for therapeutic purposes, which would have 
provided the ordinary artisan with a reasonable expectation that a peptide directed to 
the C-terminus of Ap, such as AP33-40 or AP33-42, could be successfully used 
therapeutically. Again it is noted that the use of the '686 patent in this discussion was 
necessitated by Applicant's arguments and claim amendments, but does not in fact 
change the basis of the rejection. Accordingly, the rejection of claims 1 -3, 6 and 7 is 
maintained. 



Conclusion 



15. 



No claims are allowed. 
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1 6. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Advisory Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kimberly A. Ballard whose telephone number is 
(571)272-2150. The examiner can normally be reached on Monday- Friday 8:30 AM - 5 
PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Daniel Kolker can be reached on 571-272-3181 . The fax phone number for 
the organization where this application or proceeding is assigned is 571 -273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Kimberly Ballard 
Art Unit 1649 



/Elizabeth C. Kemmerer/ 
Primary Examiner, Art Unit 1646 



